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—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE .J^ .:..^_ MONTH(S) FROM THE MAILING DATE 

OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty {30} days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX {6} MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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responsive to communication(s) filed on _ 
This action is FINAL. 

Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 
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Claim(s) 

Claim(s) 

Application Papers 

See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

The proposed drawing correction, filed on is approved disapproved. 

The drawing(s) filed on is/are objected to by the Exanniner. 

The specification is objected to by the Examiner. 
The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (aHd) 

Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d). 
All Some* None of the CERTIFIED copies of the priority documents have been 
received. 

received in Application No. (Series Code/Serial Number) ^ 

received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: „ . 

Attachmer 



is/are pending in the application. 

is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

Is/are objected to. 

are subject to restriction or election 
requirement. 
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^^formation Di: 
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Disclosure Statement(s), PTO-1449, Paper No(s). 
Reference(s) Cited. PTO-892 
Notice of Draftsperson's Patent Drawing Review, PTO-948 



Interview Summary, PTO-413 

Notice of Infonnal Patent Application, PTO-152 
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Amendment of 1 1/28 01 has been entered. Claims 13-38 are pending and under 
examination. 

Claims 13-38 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The claims contain new matter. 

In claims 13, 17. 22-23. 28 and 33-34 "about 0.1 mM" is new matter. The examiner finds 
no recitation of "O.lmM" in conjunction with "'about'" in the original disclosure. 

Likewise, with respect to claims 22-23 and 33-34, the examiner finds no recitations of 
''0.025mM"' or of '^O.OSmM" in combination with ''about" in the original disclosure. 

Applicant has therefore broadened the scope of his claims beyond the extent supported by 
the original disclosure. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign countr\ or in public 
use or on sale in this country , more than one year prior to the date of application for patent in the United 
States. 

Claims 13-21, 25-32 and 36-38 are rejected under 35 
U.S.C. 102(b) as being anticipated by Etcheverry et al. (U.S. 
5, 705, 364 or WO 96/39488 . 
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The U.S. and WCi documents are equivalent. The examiner will 
refer to the U.S. dc-cument by col. And line number. 

Etcheverry et al. teach prc-ducrion of glycoproteins in a 
(^ell culturing production medium containing a 0.1 mM tc- 20mM 
concentration of alknoio acid/si^lt, -uoh as sodium buoyrato lO.g. 
col . 11, lines 53-67 i . 

Since applicant's claims recite ''less than about 0 . ImH" , 
applicant's claims clearly encompass the O.lmM concentration 
taught by Etcheverry et a/. Nc-te also that, even if applicant did 
not recite "about", there would be an overlap* of what applicant 
is claiming ad what Etcheverry et al. claim, since they recite 
"about O.lmM" (col. 24, line 40). Claims 13 and 23 are tnus 
anticipated. 

Regarding claims 14 and 29 note col. 11, line 5+. 

With respect to claims 1j and 30 see col. 14, lines 4 0+ . 

Concerning claims 16 and 31 note ool. 20, line 41. 

Regarding claim 17, the '' semi-c ont mu ous fed batch culture" 
method of Etcheverry et al. (col. 10, lines 57^) is considered 
consistent with " sub oul tur ing" . 

The butyric acid/sodium butyrate of Etcheverry et al. is 
consistent with claims 18-21 and 32. 
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Pegarding claims 25 and 36, see teachings of CHC' cells at 
col. 10, lines 21+. 

With respect to claims 26-27 and 37-38, note glycoproteins 
taught at cr>l. 5, line 3 9 - col. 6, line 29. 

Claims 12-14, 16, 12-21, 2^^-29, 31-32 and 36- 38 are rejected 
under 35 U.S.C. 1(32 ib) as being anticipated by Fischer et al, 
(WO 8 9/0663 6) . 

Fischer et al. teach pro-rJuction of proteins secreted by 
cultured cells in a medium containing ''about 0.1 to 10.0 mM'' 
(page 9, line 37) of butyric acid/salt thereof. Since 
applicant's upper limit overlaps Fischer et al's. lower limit 
claims 13 and 2 3 are anticipaced, f^jllowmj the ratic-nal applied 
supra to Etcheverry et al. 

Regarding claims 14 and 29, note teachings of a growth phase 
for the cultured cells at page 10, lines 1+; page 13, lines 7-14; 
page 16, lines 3-10; page 17, lines 30+; page 23, lines 4-6. 

With respect to claims 16 and 31, the time peri-ods disclosed 
at page 14, lines 32-35 add up to m^ore than 10 days. 

Regarding clams 18-21 and 32, tne teachings of scdium 
butyrate are C'Dnsistent with these claims. 

Regarding the CHO cell line of claims 25 and 36, note page 
23, lines 8-9. 
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With respect to claims 26-27 and 3^-38, see various proteins 
taught at page 12, line 8; page 15, line 1; page 11, line 1. 

Claim 13 is rejected under 35 U.S.C. 102(b) as being 
anticipated by Feld (EP 0,239,292). 

Feld teacnes prc'duction of proteins by cells cultured in the 
presence of an alkanoic acid/salt thereof. l^he concentration 
thereof is between 0.1 mM and 200 mM (page 7, lines 3-5). As 
with the references cited supra, the overlap ot applitzants upper 
range limit and Fold's lower range limit anticipates -izlaims 13 
and 28. 

With respect to instant claims 14 and 29 note page 9, lines 

23+. 

Regarding claims 15 and 30, see p-age 8, lines 26+. 

Concerning claims 18-21 and 32, see page 7, lines 30-33. 

P:egarding claims 26-27 and 37-38 note firoteins taught at 
page 6, lines 9-20. 

The following is a quotation of 35 U.S.C. 103(a) which forms 
the basis for all obviousness rejections set forth in this Office 
action : 

-a) A patent -ay ntt oe obtained thougn tne invention is not laentically 
oisclosed cr Uescribea as set forth m section 111 of this title, if the 
r.ifferenoes betweer. the subject matter sought to be patented and the 
C'rior art are such that the subject matter as a whole would have been 
obvious at the t irr:e the invention was t.:ide to a p^erson having ordinary 
skill m tie alt to wnicn saiu 3ub:ect natter pertains, ?a t ent aci 1 i t y 
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Claims 13 and 17 are rejected under 35 U.3.C. 103(a) as 
being unpatentable over Etcheverry et al. 

In the event that applicant does not concur with the further 
above stated rejection of claim 17 under anticipation, this claim 
is taken as obvious. Subculturing ct cells is art conventional 
(col. 20, lines 1-5 teaching subculturing during the production 
phase would have been arrived at by routine experimentation, and 
would have idepended on numerous particular fa:;tors such as 1) the 
particular cell line used, 2) the volume of tne production 
flashes used, 3) the amount jf protein needed, and numerous other 
particulars . 

Claims 22-24 and 3 3-35 sontain limitati'jn all'jwaole over 
prior art. 

Any inquiry concerning this communication or earlier 
communications from the examiner sh-:-uld be directed tj David A. 
Saunders, Ph.Ci., wnose telephone number is (703) 303-3 376. The 
examiner can normally be reached on Monday-Thursday from 3:00 
a.m. to 5:30 p.m. The examiner can als'j be reaohed on alternate 
Fridays . 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan, can be 
reached on ("^03:' 303-3973. The fax phone num.ber for the 
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organization where this application or proceeding is assigned is 
(703) 308-4242. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the 
receptionist whose telephone number is (703) 308-01?6. 



D . Saunders : jrar 

June 17, 2003 ^y^c-cy^^^ i-L C<_^ JyJ ^:Z.<^-^'n^^< 
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